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3EPARTMERT OF HEALTH AND HUMAN SERWCES 

Food and Drug Administration 

appkatlon in accurdancs with 21 CFR 1010.4. 

I. Check all applicable boxes and type w print the 
requested infunnattsn. 

2. Submit an original and four (4) copies. 
. NAME OF COMPANY 

HARVEY FREELON 

INsTRucTloNs 
3. Matt ywr appttcatkw to ths Rucksts Manapmsnt Branch (HFA-305). Food and 

Drug Adminii, Rm 1051,5330 Fishem Lane, Rockville. MO 20352. 
4. Enter dockst number if assigned. 

,. ADDRESS OF COMPANY (In&ids ZIP C&e)(if P.O. Box is used. induds sctuaj street addmss atso.) 
440 N. MILL STREET, JACKSON, MS 39202 

b. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (&?dude afea code) 5. DATE OF SUBMISSION 

HARVEY FREELON, OWNER/LASER OPERATOR (501) 832-6856 0 1/2?12005 

i. THE APF’LICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF 2 YEARS FROM THE DATEOF ISSUE. (In 
genera/, the Agency will approve 8 vatiance for only two yews. If a iongsr petf& is rsqu&sd, s justi&rffon must be efiached as pmi of the a@icafionJ 

PRODUCT OESCRiPlWN AR0 USE 
,: LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

A laser dtsptay device 
A projsctur for a laser Itght show 

More than 15 days 
q tvlurathan5butnatmorathan15days 
q Less than 5 days 

g. TOUR IS INTENDED TO RUN FOR 
PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCERS 

0 Mom than 6 months 

I. PRODUCT Is INTENDED FOR USE IN A 
a Planetarium or other dome projsction structure 
q Theatar 

HotaUmotal ballroom or meeting mom 

Trade show or convention 
Discotheque or night dub 

Less than one month 
Not appliceble 

h. PRODUCT UTILIZES THE FOLLOWBIG LASER EFFECTS 
Front surean projactlons 
Rear screen projsctions 
Holographic displays 
Multiils mflecttonldiffra&on effacts 

q Audiincs scanning (A/so inc;ludes scanning any accessible 
uncontrol~8weS) 

q Outdoor unandosed area 
q 0th (SP~CHL) 

3. PRODUCT Is INTENDED TO BE USED 
a At only one (Fixad) loc&on 

q Refkctions from stattonary mirrors or minored 
surfaGes (B88m M8fri~e) 

1139 St8tkmfy ifr+dlltii of rotating mtrmr balls, etc. 
n Scanning irradiation of rotating mirror balls, MC. 
a F&w opttc pmjauttons 
a Fog, smoke, or other scattering enhancement effapts 

1 B-22K 

IO. REASON FOR REQUESTING VARIANCE 
q Compliance with the limits of 21 CFR lO40.11(c) would rastdct the intended uss of the product bacauss compkfflrM% would 

limit the output puwer to the extant that the da&ad &facts would not ba sufftulently visible 

q Other or addittonal explanation [SW) 
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1. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUlREMENTS OF THE APPLICABLE STANDARD 
q It is proposed tc deviate from the pmvisions of 21 CFR ‘lfMO.~l[c) in that the accessible emission level wouid exceed the 

accessible emission limits specttkd in 21 CFR 1040.11(c). 

&3 It is proposed to deviate from the pmvtsiis of 21 CFR 104g.ll(c] asfotkws: 

2. ADVANTAGES TO SE DERIVED FROM SUCH DEVlATION 
q Laser liiht shows and displays are accepted popular media in entertakment and the arts. Use of power levels in excess 

of the limits imposed by 21 CFR 1040.1 l(c) is necessary to achieve the required effects in these media. 

q Other or addittonal advantages (descriie end explakrj. 

3. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. ((check es many boxes as apply. fn ifern f4 “Rernaiks,” 
]u.sti& any boxes not checked, using adcMons~sheets as rmcessary. SDefe any other me8ns ofradiation pfotwtiort that WI/I be used.) 

a. q All laser products, systems, shows, and projectors will be certiied to comply with 21 CFR 1040.10 and the conditions of this variance and will 
be reported as required by 21 CFR 1002.10 AND loO2.11 uskg the reporting guides provfdedfw such purpose. These actkns wig be 
acccmplished prlor to any lntroductkn into ccmmerce. 

b. a Effects not specifkally indkated in this variance applkatiin will not be performed. No ather effects will be added until an amendment to the 
variance has bsen obtained and the required reports or supplements, as appikabfe, have been submitted. 

c. q Scanning, projectton, or refkctkn of laser and collateral radiation (Llghtsbow r&atron) into eudience or other accessible uncontrolled areas 
wilf not be permitted except for diffuse reflectkns produced by the atmosphere, added atmospherk scattering media, and target screens. 

d. q Laser radktkn levels in excess of the ltmits of Class I will not be permitted at any point fess than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permitted to stand or 2.5 meters bekw or in iateml separation from any place 
where such persons are pennhted to be. Operators, performem, and empkyees wilfnot be required or allowed to ideW radiabon 8bove the 
limits of Class I or be exposed tc radiation above the limits specifted in 21 CFR ‘1040.21(c). 

e. 68 Any product whii relies on scanning to meet access, exposure, or product dass limits will Morpcmte a scanning safeguard system whkh 
directly senses scanner motkm and which will react fast enough to pmckde exceeding the applkabie limit. 

f. m All laser light shows shall be under the diiect and personal contrcl of trained, competent open&or(s). The cperator(s) will: 

(1) Se an employee of the variance hotderwho will be responsible for the training and the conduct of the operator: 

(2) Se located where all beam paths can be directly &served at all times; and 

(3) Immediately terminate the emission of liiht show radiitmn in the event of any unsafe condition; or, for outdoor shows, upon request 
by any air traffk control offidals. 

g. &d The maximum laser projector output power will not exceed the level required to obtain the intended effects. 

h. (B The projection system (i,e., the projector and ail other iwmponents used to produce the Mgfrtkg &sctsj will be securely mounted or 
immobilized to prevent unintended movement or misalignment. Seam mashing wll be provlded as an inherent part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

1. q Laser prokctors will not be delivered to any other party under an agreement of sale, lease, or loan unless and unttl the recipient demonstrates 
that they have a variance in effect et the time of delivery that permits them to produce laser lift showsincorporating such projector(s). 

i. In addition to the requirements of 21 CFR “10rU).10fh), the manufacturer of laser pro@tom/systema will provide tc parties who purchase, tease, 
or borrow the equipment, adequate users’ instructions for safe installation and operatknwhich explain the responsibility of the redpient as an 
independent light show manufacturer to submit the required reports and apply for and obtain a variance frcm CDRH prior to tntroductkn ink 
commem of any laser fight shows, 

k. q The requirements of 21 CFR 1002.30(a)(1) and (2) wili be acoomplished through the use of written procedures for setup, altgnment, testing, 
and performance of each show. These pmcedures will be in suffkknt detail to ensure compltance with 21 CFR 1040~10, the condttions ofthis 
variance, and the control of access to radiatfon areas using the procedures desr&ed in the AN$ti%6.1 standard for the safe use of lasers 
(Amedwn N8tionf3/ Standards lwtitute, 1430 Broadwtxy. New Yur& NY fOOf8) or any other equivalent user consensus standard and, where 
applicable. state or local mquhements. Laser radiation areas whii can contain radietkn levels above the limtts specifted in 21 CFR lO4O.ll(c) 
will be clearly identified by the posting of warning signs and/or restrktlng access through physkal means @Mr 85 pressure eWif&es, phok 
cells. bar&m, gucwds, eic.j. These requirements apply to temporary areas (suds a& dwing sef up and al@rment procedures) and tc finat or 
permanent areas. The variance holder wlH retain the records of these procedures and the results of all tests as required by 21 CFR 1032.31. A 
copy of the variance applkatkn, the approval letter, current pmcedures, and records relating to each partkular show will be with the operator 
or other responsible indlvtdual and will be made available for inspection by FDA and other responsible euthorities. 
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Public reporting burden for this collection of i.ufMnatlo~~ is e&mated to awrage .S hours per response, iilctuding the time 
for reviewing instrutions, searching existing data sources, gatheriug aud mainfaiuing the data nw and completing 
reviewing the colkt.iou of information. Send comments regarding this burden estimate or auy other aspect of this col!ecfiou of 
information, includiug suggestions for reducing this burden to: 

Food and Drag Administration 
CDRH (HFZ-342) 
2094 Ciaitber Road 
Roclcville. MD 20850 

An agency may not condwt or sponsor, and a person is not rquired to ratlpond to, a c5Uecti5n of information r~nie.m U displnys 
a currently valid OiUB control number. 
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